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FDA REGULATION UNDER FOON ADDITIVE LAW 


The Food and Drug Administration published in the 
Federal Register cf November 20 a regulation listing sub- 


stances that are generally recognized as safe within the 
meaning of the 1958 Food Additives Amendment to the Food 


and Drug Act. 


Title 21—-FO0D AND DRUGS 


Chapter [—Food and Drug Adminis- 
tration, Department of Health, Edu- 
cation, and Welfare 


SUBCHAPTER B—FOOD AND FOOD PRODUCTS 
PART 121—FOOD ADDITIVES 


Subpart B—Exemption of Certain 
Food Additives From the Require- 
ment of Tolerances 


SusstTances THAT GENERALLY 
RECOGNIZED AS SAFE 


Pursuant to the authority vested in the 
Secretary of Health, Education, and 
Welfare by the Federal Food, Drug and 
Cosmetic Act (secs. 409, 701, 72 Stat. 
1785, 52 Stat. 1055, as amended 72 Stat. 
948; 21 U.S.C. 348, 371), and delegated 
to the Commissioner of Food and Drugs 
by the Secretary (23 F.R. 9500), and 
after having considered all comments on 
the proposed order published in the 
Peperat Reaister of December 9, 1958 
(23 F.R. 9511), containing a list of sub- 
stances regarded as generally recognized 
as safe within the meaning of section 409 
of the act, the Commissioner has con- 
cluded that the substances in that list 
with the exception of carbon black, char- 
coal, oleic acid, linoleic acid, titanium 
dioxide, and ultramarine blue, are gen- 
erally recognized as safe. Therefore, itis 
ordered, That the food additive regula- 
tions (21 CFR Part 121 (24 F.R. 1095)) be 
amended by adding thereto, under Sub- 
part B, the following new section: 


§121.101 Substances that are generally 
recognized as safe. 

(a) It is impracticable to list all sub- 

stances that are generally recognized as 

safe for their intended use. However, by 


way of illustration, the Commissioner 
regards such common food ingredients as 
salt, pepper, sugar, vinegar, baking pow- 
der, and monosodium glutamate as safe 
for their intended use. The lists in para- 
graph (d) of this section include addi- 
tional substances that, when used for the 
purposes indicated, in accordance with 
good manufacturing practice, are re- 
garded by the Commissioner as generally 
recognized as safe for such uses. 

(b) For the purposes of this section, 
good manufacturing practice shall be 
— to include the following restric- 

ons; 


(1) The quantity of a substance added 
to food does not exceed the amount rea- 
sonably required to accomplish its in- 
tended physical, nutritional, or other 
technical effect in food; and 

(2) The quantity of a substance that 
becomes a component of food as a result 
of its use in the manufacturing, process- 
ing, or packaging of food, and which is 
not intended to accomplish any physical 
or other technica] effect in the food itself, 
shall be reduced to the extent reasonably 
possible. 

(3) The substance is of appropriate 
food grade and is prepared and handled 
as a food ingredient. Upon request the 
Commissioner will offer an opinion, based 
on specifications and intended use, as to 
whether or not a particular grade or lot 
of the substance is of suitable purity 
for use in food and would generally- be 
regarded as safe for the purpose in- 
tended, by experts qualified to evaluate 
its safety. 

(c) The inclusion of substances in the 
list of nutrients does not constitute a 
finding on the part of the Department 
that the substance is useful as a supple- 
ment to the diet for humans. 

(d) Substances that are generally rec- 
ognized as safe for their intended use 
within the meaning of section 409 of the 
act are as follows: 


CHEMICAL PRESERVATIVES 


Ascorbic acid. 
Ascorbyl palmitate, 
Calcium ascorbate. 
Calcium propionate. 
Erythorbic acid. 
Potassium sorbate. 
Propionic acid. 
Sodium ascorbate. 
Sodium propionate. 
Sodium sorbate. 
Sorbic acid. 
Tocopherols. 


BUFFERS AND NEUTRALIZING AGENTS 


Acetic acid, 

Aluminum ammonium sulfate. 

Aluminum sodium sulfate. 

Aluminum potassium sulfate. 

Ammonium bicarbonate, 

Ammonium carbonate. 

Ammonium hydroxide, 

Ammonium phosphate (mono- and di- 
basic-). 

Calcium carbonate. 

Calcium chloride, 

Calcium citrate. 

gluconate, 

Calcium hydroxide, 

Calcium lactate. 

Calcium oxide. 

Calcium phosphate. 

Citric acid, 

Lactic acid. 

Magnesium carbonate. 

Magnesium oxide. 

Potassium acid tartrate, 

Potassium bicarbonate. 

Potassium carbonate, 

Potassium citrate. 

Potassium hydroxide. 

Sodium acetate. 

Sodium acid pyrophosphate. 

Sodium aluminum phosphate. 

Sodium bicarbonate. 

Sodium carbonate. 

Sodium citrate. 

Sodium hydroxide. 

Sodium phosphate (mono-, di-, tri-). 

Sodium potassium tartrate, 

Sodium sesquicarbonate, 

Sulfuric acid. 

Tartaric acid, 
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EmuLsivvine Acuwrs 


Diacetyl tartaric acid esters of mono- and 
digiycerides from the glycerolysie of edible 


fate or olls. 


Mono- and Geyowian from the glyceroly- 


als of edible fats or olls. 


Monosodium phosphate derivatives of 
mono- and diglycerides from the glycerolysis 


of edible fats or oils, 


Propylene glycol. 
MISCELLANEOUS 


Acetic acid. 

Aluminum sodium rulfate, 
Aluminum sulfate. 

Butane. 

Caicium phosphate, tribasic. 
Caramel. 

Carbon dioxide. 

Carnaubsa wax. 

Citric acid. 

Glycerin. 

Glycerol monostearate. 
Helium. 

Magnesium carbonate. 
Magnesium hydroxide. 
Monoammonium glutamate. 
Nitrogen. 

Papain 

Phosphorte acid, 

Propane. 

Propylene glycol. 

Triacetin (glyceryl triacetate). 
Tricalicium phosphate. 
Sodium carbonate. 

Sodium phosphate. 

Sodium tripolyphosphate. 


NONNUTRITIVE SWEETENERS 


Calcium cyclohexy! sulfamate. 
Calcium saccharin. 

Saccharin. 

Sodium cyclohexyl sulfamate, 
Sodium sneccharin. 


Ascorbic acid. 
Calcium carbonate, 

Calcium oxide. 

Calcium pantothenate. 
Calcium phosphate (mono-, di-, tribasic). 
Calcium sulfate, 

Carotene. 

Ferric phosphate. 

Ferric pyrophosphate. 

Ferric sodium pyrophosphate. 
Ferrous sulfate. 

Tron, reduced. 

i-Lysine monohydrochloride. 
Niacin. 

Niacinamide. 

D-Pantotheny! alcohol. 
Potassium chloride. 
Pyridoxine hydrochloride. 
Riboflavin. 
Ribofilavin-5-phosphate, 
Sodium pantothenate, 
Sodium phosphate (mono-, di-, tribasic). 
Thiamine hydrochloride, 
Thiamine mononitrate. 
a-Tocopherol acetate. 
Vitamin A. 

Vitamin A acetate. 

Vitamin A palmitate. 
Vitamin B,,. 

Vitamin D,. 

Vitamin D,. 


SEQUESTRANTS 


(For the purpose of this list, no attempt 
has been made to designate those seques- 
trants which may also function as chemical 
preservatives) 


Calcium acetate. 

Calcium chloride. 

Calcium citrate. 

Calcium diacetate. 

Calcium gluconate. 

Calcium hexametaphosphate. 
Calcium phytate. 


Citric acid. 

Dipotassitum phosphate. 
Disodium phosphate. 
Monocaicium acid phosphate. 


Sodium phosphate (mono-, di-, tribasic-). 
Sodium potassium tartrate. 
Sodium pyrophosphate. 


Sodium tartrate. 
Monolsopropy! citrate. Sodium tetrapyrophosphate. 
Potassium citrate. Sodium tripolyphosphate,. 
Sodium acid phosphate. Tartaric acid 
Sodium citrate. 
Sodium diacetate. STABILIZERS 
Sodium gluconate. Agar-ngar. 
Bodium hexametaphosphate. Carob bean gum (locust bean gum). N 
Sodium metaphosphate. Carragheenin, 
Guar gum. 
In 
Product Tolerance Bpecific uses or restrictions P 
ANTICAKING AGENTS 
Aluminum calcium silicate. ....... 2 percent......... In table snit. ta 
Caleiam silicate. Porcont........ In powder. 
Calcium silicate. 3 porcent.......... In table salt, co 
Tricalcium Do, su 
CHEMICAL PRESERVATIVES a 
utylated hydroxy*nisole............| Total content of antioxidants not tir 
ovor 0.02 percent of fat or oll con- N 
tent, including esrential (volatile) 
oil content, of food. m 
Butylated 
© He ack secenpeentedisnniiedianniiieaenia In cheese wraps, re 
| thiedipropionate.....-......] Total content of antioxidants not 
over 0.02 percent of {nt or oil con- 
tent, including essential (volatile) 
of! content of the food, st 
Gum gualac..................-000---] 0.1 percent (equivalent antioxidant | In edible fats or ofls, 
activity 0.01 percent). ca 
Nordihydrogualaretic acid............| Total content of antioxidants not fo 
over 0.12 percent of fat or oll con- 
tent, including essential (wolatile) us 
content of the food. ca 
Potassium bisulfite. .  ceneeeeienenedeetboweedh ..| Not In ments or in food 
as a source of vitamin pr 
Potassi Do, 
Propy! Fotai content of antioxidants not di 
over 0.02 percent of [nt or oll con- t 
tent, including essential (volatile) a 
oil content of the food, 
re 
Bulfur dioxide. Al 
propionic acid................-| Total content of antioxidants not 
over 0.02 percent of fat or oll con- ab 
tent, including essential (volatile) 
oil content of the food, sti 
EMULSIFYING AGENTS 
Cholie acid. ..... ed 
Dexoxycholic acid 
Olyeocholic acid. fo 
Ox bile extract... 
Taurocholic acid (or its sodium salt). th 
Caffe 0.02 percent In cola type be 
AS migratory substance from pack- 
Sdagnestum stearate. aging materials when used as = 
re 
Borbitol....... «| 7.0 percent n for special dietary use. 
NUTRIENTS = 
ne 
gh 0,005 percent 
Cuprous todide...... 0.01 percent -| In salt as source of dietary cr 
Potassium jodide.. Do, fo 
re 
GEQUESTRANTS ! 
cl 0.02 percent 
hiosulfat 0.1 In salt, m 
Bteary! citrate...... 0.15 percent ca 
th 
) For the purpose of this list no attempt has been made to designate those sequestrants which may also function as 
chemical preservatives. 
m 
Effective date. This order shall be- se 
come effective 30 days from the date of tu 
its publication in the PeperaL N. 
(Sec. 701, 62 Stat. 1055, as amended; 21 U.S.C. to 
$71. terprets or applies sec. 409, 72 Stat. y 
948; 21 US.C, 348) N 


Dated: November 13, 1959. 


(szau) Geo. P. LaARRICK 
Commissioner of Food and Drugs. 


[F.R. Doc. 60-9820; Filed, Nov. 19, 1059; 
8:47 a.m.) 
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